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Food and Drug Administration
RockviHe MD 20857

The Honorable Slade Gorton
United States Senate
Washington, D.C. 20510-4701

Dear Senator Gorton:

Thank you for your letter of April 21, 1999, on behalf of
the West Coast shellfish industry, concerning the petition
for a performance standard for Vibrio vulnificus in
shellfish filed with the Food and Drug Administration (FDA
or the Agency) by the Center for Science in the Public
Interest. FDA published a request for comments on this
petition in the Federal Register of January 21, 1999.

You provided several comments on the process of establishing
policies and regulations for shellfish and the need for
further research in establishing scientifically sound
environmental parameters for Vibrio vulnificus and Vibrio
parahaemolyticus.

Thank you for your thoughtful comments.
them into the Administrative Record for
they will be considered in the Agency’s
this petition.

We have entered
this petition and
deliberations on

We hope this information is helpful. If we may be of
further assistance, please contact us.

Sincerely,
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7h, Melinda K. Plaisier

/’ Interim Associate Commissioner
for Legislative Affairs

cc: HFA-305 (Docket No 98P-0504)
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April 21, 1999

Dr. PatriciaS. Schwmtz
Centerfor Food Safety and Applied Nutrition
@Fs-4ol)
Food and Drug Administration
200cmSt. Sw
Washington, D.C. 20204

Re: Pmformance Standardfor Vibrio Wlnificus; Request for Comments
Departmentof Healthand HumanServices
Food and Drug Administration
pocket No. 9t!P-0504]

Dear Dr. Schwartz:

These comments arebeing submittedin regardsto the FDA’s Request for Comments on
performance standardsfor Vibrio vulnlficus and Vibrio parahaemolyticus.

My comments are in regard to the process of establishingpolicies and regulations for shellfish
andthe need for fluther discussion and researchin establishingscientifically sound
environmentalparameters for Vibrio vulnlj?cus and Vibrio pardaernolyticus.

The West Coast sheIlfishindustryhas expressed concern with protecting public healthand has
been working via the InterstateShellfish SanitationConference (ISSC) to establish significantly
stricterstandardsand enhance datacollection md research. While the West Coast growers have
experienced fi-ustxaticmwith the Gulf Coast’s response to Vibrio parahaemolyticus, they still
believe the ISSC process provides the most democratic solution to the many complex issues
relatedto shellfish safety.

On the West Coast, where Vibrioparahaemolyticus has been a problem duringthe past two
uncommonly warm summers,the shellfish industryworked with theirregulatorsto develop a
control plan. That plan, put into place thispast summer,appearsto have been effective in
reducing illnesses caused by the bacteria. Since the plan also calls for datacollectio% while
evidentlyreducing illnesses simultaneously,it would appear a logical course of action to
continue using the plan throughthe next two summersto betterassess the situation.
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Page Two
Dr. PatriciaS. Schwartz
April 21, 1999

In addition, P7hrio vuhzzjicus has not been detected in West Coast stocks- With t-hatin mind, I
am concerned about the pairing of Vibrio vz.Jnzficus and Vi&rioparahaemolyticus as a means for
banning sales of raw shellfish. Itwould appearthatthe West Coast shellfish industrywould be
severely impacted if a Gulf Coast organism was cited as the pwpose of a national ban.

I appreciatetie opportunityto comment on this issue. It is my sincere hope thatthe concerns of
the West Coast shellfish industrywill be takeninto considerationwhen establishing this rule.

Sincerely,

!iaoo3

SLADE GORTON
United StatesSenator
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